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ABSTRACT 

The author discusses the experi«enter*s 
responsibility for the protection of hu«an subjects (such as the 
handicapped) in research and the impact of this responsibility on 
Methods of doing research. Considered are the types of huaan rights 
that are aost frequently in need of protection within a research 
setting (such as the right to privacy) ; the aost coMon threats to 
these rights that are posed by research (such as when deception is 
used for experimental purposes) ; and the criteria for determining 
when a subject is "at rxsk«. Seven actions the experimenter can take 
to minimize risks to the subject are proposed (such as maintaining 
the confidentiality of data), and conditions and procedures for the 
acceptance of risk by both a subject and an experimenter are outlined 
(including the mechanism of voluntary informed consent). (LS) 
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THE IMPACT OF THE PROTnCTION OF mmi SUBJECTS ON RESEARCH 

R«tpon8lblllty for the protection of hunan subject* In research 
•e^ras to fall largely on the ahoulders of the experimenter. The pri- 
mary purpoae of thi» paper is to diacuas the inpart of thia reaponaib- 
111 ty on mcthoda of doing research. The laauea will be unraveled under 
five general topics: <l) the types of human rights that are most fre- 
quently in need of protection within a research setting; (2) the most 
common threats ot these rights that are posed by research; (3) the 
criteria for determining when a human subject is "at risk"; (4) ways of 
reducing reeearch related risk; and (5) conditions and procedures for the 
acceptance of risk by both a subject and an experimenter. 
Type^ of human righto 

After reviewing many papers and positions on the protection of 
human subjects in research, it strikeo me that there are three basic 
human rights that may be threatened by the research enterprise: (1) the 
right to privacy; (Conrad, 1967; Clark, et.al., 1967; Kosa, 1968; Rucb- 
hauacn, et.al., 1966; Saith, 1967) (2) the right to autonomy; (Wolfens- 
bergor, 1967; Kelman, 1972) and (3) the right to peroonal safety. (Schultz, 
1969; Kelman, 1972; Boumrlnd, 1964; Rutstein, 1969) 

Privacy can be defined as the right of an individual to keep oome 
aspects of his personality and behavior hidden from public scrutiny. 
Counterbalancing this right is the public's need for Infomation about 
individuals in order to build viable systems of social interaction, as 
well as to acquire knowledge that transcends individual self-awareneso. 
Since research is allied with the knowledge building end of this continuum, 
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It coufttltut«t a threat to privacy by definition alone. The resolution 
of thi« conflict cannot he the abolition of all research, so that the 
problon beconeo one of defining, first, th«i acceptable limits of privacy 
and second, those activities that constitute an Invasion of privacy vls-a- 
vla the defined limits, Thi«» of course, is no easy task. 

Autonomy Is the right of an individual to behave in accordance with 
hl3 own inclinations, tree from external force. As is the case with 
privacy, the right to autonomy is not absolute, but is counterbalanced by 
the need for societal controls over individual freedon. I am free to 
chop for ray food at a large supermarket or in the neighborhood grocery store, 
but I m not free to decide whether the taxes I pay shall be used for the 
purchase of guns or butter. Whether or not I can order a drink with 
dinner dcpendri upon whether I am dining at a restaurant in Dallas or in 
East Texas. T^ie limits of autonomy vary with both time and place so that, 
like privacy, it is not always easy to determine whether or not an indiv- 
idual's autonomy has been violated. 

The least ambiguous of these basic human rights is that of personal 
safety. In the context of research, this simply means that any procedure 
that isay induce a potentially harmful physical or psychological state in 
a subject: constitutes a threat to that Individual's right to personal 
safety. 

Having examined briefly the three primary human rights that are 
frequently threatened by the research enterprise, I shall elaborate next 
oa the nature and extent of these threats. 
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In a general tent«, hiuaan rights can be threatened by both the 
processes and the products of research. Tlve processes - that Is, the 
experimental procedures themselves - can have a short or long tern 
Impoct on research subjects. The products - that Is, the research data • 
may be used In ways that Influence the life of a subject. 

UlstoiTlcally, Invasion of privacy has occurred with respect to both 
the processes and the products of research. If, during the course of con- 
ducting research, a person Is induced to reveal more Information about 
hlaself than he really wants to, or If he becomes embarrassed or humiliated 
ao a result of the research procedures, the claim might be mcdc that his 
privacy has been Invaded. If data gathered during research, such as answers 
to sensitive questions on an interview schedule or personality test, are 
made public without rhe knowledge or consent of a research subject, this 
too %rould constitute an invasion of his privacy. 

With respect to a research subject** autonomy, Kelman (1972) drama- 
tically points out that the very nature of the research situation renders 
the subject relatively powerless in his relationship with the experimenter. 
Due to the experimenter's professional prestige and presumed competence, 
most subjects are quite willing to relinquish their autonomy and behave 
according to the instructions of the experimenter, even If such behavior 
is not consistent with how they would normally choose to act. 

A subject's autonomy can also be threatened by the products of 
research Insofar as data can be used to circumscribe both his Creedom and 
that of the social group to which he belongs. As Kelman (1972) points 



oat, mich of locljil rt«««xch hM b«*a d«n« oti di»«4viinta.ged groa:»» - 
chlldreii. »iaontift#, tim li«adic*j>p«d» antlaodal p«r»oi3«, and college 
topho^re*. Ih« re»vlt» of rii«eArch on riot control, pUceaent of handi- 
capped childrea In ipeclal cla«»e», and »o forth, all tand, for better 
or for wors«, to restrict the autoootry of the research aubjecta and thalr 
social groupi. rti^ social groups of the exper laeiitera , on the other haad, 
ar»4 rarely the^elvcs the ai&jectg of research, thereby creating an addition- 
al power icbalance between experlsenters and atibjects. 

Deception for experUsental pvrpoaea, which Is one of the cost widely 
diacuas^ threats asalrst huaan rights, affects both privacy and avtononry. 
A subject la not free to act In hla ova best interests if he is not aware 
of the experiaenter's Intentions; moreover, a subject aay inadvertently 
reveal aspects of his private self as a result of the deception. In spite 
of these threats to individuiil rights, deception has becowe s key cotaponent 
of »any »ethodoloslcal approeches within the social sciences. (Beckiaan and 
Barbara, 1970; Kelaaa, 1967; Seeaan, 1969) 

The third right of personal saf/Jty is chrestened whenever experimental 
procedures «ay res\jlt in physical cr ptychologlcal harn to the participating 
subjccto. Kolftnsberger (1967) classifies such threats Into tvo levels: 
(1) "exposure to procedures entailing aental or physical pain, but no ximk 
of injury or lastlcg harrs; and (2) ex^sure to procedures that »ey entail 
risk of pbTslcal or eaotlonal Injury" (p. 49). 
When Is A Sublect "At Risk ?" 

Having exaalned the kinds of by»«n rights that «&y be threatened within 
the context of research and the nature of sose of these threats, we oust 



tmxt a<tteT»ln« thot« condltloat «nd«r which * huamn tubject may be place J 
*'*t rt«k" 09 loMiag on* ar »er« of hl» rlghti. a rcc«ot publication of 
th« 0«p«rt«nit of H««Xth, Educatloo id Welfare (1971) dealing with the 
protection of huaan aubjecta In research off era the following definition 
of rlak; "An ladlvldtwil la considered to be "at rlak" If he may be 
exposed to the poaalblllty of harm • phyalcal, psychological, aoclologlcal, 
or oth«r - aa a conaequenc«i of any activity which go«a beyond tho applica- 
tion of thoae eatabllahed and accepted asethoda neceaaary to oeet hla 
eceda.** (p. 2) 

Kot all rlaka» obvloualy, arm related to re»;Mirch, and the LEW 
policy goea on to apeclflcally exclude certain type* of rick froa conalder- 
atlon; na»ely, the ordinary rlaka of public or private living, and rlaka 
aaaoclated with the delivery of profeaalcnal aervlcoa ',o cll-^nta. 

Two aapecta of the HEW definition require addltlona.. conaacnt, Ac-.or- 
ding CO that definition, the rlak aaaoclatad proccdurea applied to an In- 
dividual concern the research cowaunlty only Insofar aa they go beyond the 
application of eatabllahed and accepted nathods. The point when a procedure 
becooea eatabllahed and accepted, ho^'cver, la obviously a matter of judgsient. 
Sicca the line of dem-jrcatlon between experlacntal and eatabllahed oethods 
la not clear, experla»entera should probably consider most procedurea to be 
uneiitabllahed and thereby aaauoe reaponalblllty for any risks that may be 
experienced by the subjects. An exception to this liability might occur 
when a researcher la asked to perform a third-party evaluation of existing 
agency practices, and he obtains data primarily to fulfill the agency's 
needs rather than his own. In such Instances It would seem appropriate for 



th© «8Anc7 to asiunft responsibility for miy rUks to Iti clients. 

Th« lecond criterion of the HL*W <lefinltloii needing comnuint 1» the 
rcqulretaenc that experimenters bear ro&ponslblllty for rloka to subjects 
froa Any procedural that are not goaired specifically toward neetlns their 
needs. Since most research Is not focused on the needs of the subjects 
involved, "this criterion also sc«ias to laply thot the expcrlrAenter is 
responslULs for nearly all risks encountered by research subjects , 
Ways Of Reducln?t Rlak 

Having established that basic human rights are frequently threatened 
in research Involving huaon subjects and that experlaienters are partially 
responsible for these risks, the question orl^cs as to what precautions 
experimenters can take to either reduce or eliminate the risks to their 
subjects. 

A general distinction rauot first be drawn between risks for which 
the expcrlaenter Is not responsible, risks Intrinsic to the research 
situation, and risks extrinsic but reloted to the research situation. 
As I have n;entloned, the experimenter Is not responsible for the risks of 
ordinary dally living that his subjects nay encounter. On the other hand, 
he docs have sone responsibility for risks that arc intrinsic to the research 
situation. Such risks are the threats to human rlBhts that have already 
been discussed. As Wolfensborger (1967) points out, however, there are 
also risks which are related, though extrinsic, to the research sUuatlon. 
A3 an exsaple he cites the case of a idldly retarded teenager who ne.irly 
went to pieces prior to participating In a simple and harmless task because 
a "friend" told hlo that the psychologist eight cut his head open. ObvlouaJy, 



ERIC 



9 



thlB kind of slttiatlon cannot be prt^ventod by any •pcclflftblo effort* 
oi the reauarch&r. 

Th« threot to « subject privacy* vlthln the research process » la 
also partially unavoidable* Since the subject laust cone into contact vrlth 
the experlaenter or his representative In order to provide data for the 
study. It Is possible thct one result ot this contact will be embarrassment, 
hualllatloa, or greoter 8«»lf '-revelation than he vould normally have disslred. 
Altiiough the likelihood of such occurrcnceo cannot always bo predicted, 
Conrad (1967) has suggested eight questions to be asked of a study which. 
If answered In the affirmative, Increase the likelihood that a subject's 
privacy may be invaded: (1) Does It deal with highly personal or private 
areas? (2) Does it seem to have likely adverse psychological effects In a 
significant number of respondents? (3) Dobs it call for self-incrlmloating 
or self-dcaeanlng admissions? (A) Is it excessively "psychiatric" in that 
it refers to extremely abnormal or discreditable behavior or attitudes? 

(5) Docs it seem to countenance undesirable or illegal behavior or views? 

(6) Does it request highly personal information about someone else whose 
permission is not sought? (7) Is it involved in propaganda? (3) Doca it 
enter into politically sensitive areas? By sensitising himself to thnse 
questions, the experimenter should at least become aware of the extent to 
which his procedures may result in an invasion of his subjects* privacy. 

With r«spect to the products of research, it may be poss^ible to 
safeguard a subject's privacy by taking appropriate precautions to m.-itn-^ 
tain confidentiality of the data collected and thereby create anonymity 
for the subject. Such precautions include encoding names, locking up the 

« • • • 
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€uiabool;» and Uattoyinp, thm data wh-.n 'ch^y are no longer nuarUd. (Sofush, 
1971} Although efforto of thta sort will clearly raduco risk to the aubjact* 
.iuebhauae« «nd Brln {mm point out that only »^y destroylna tho data can 
a eut»j«ct ht protected a^alnat a valid ajbpocaa. 

A fev^ proceduroa have also bscn ouggeatc^ fcr reducing threats to a 
uubjcct's autonomy, within th« context of bo:h the procasa and the product* 
of reacitch. If research methods could Invoj.vc more participation hy huaran 
avbjects, then a subject's autonomy would be Icsn threatened, olnce he 
would be av/are of and Involved In the research pvoblen being Investigated 
and the research ptocc.-^ses In %;hlch he w«c participating. This approach 
wculd aahc the research participant a collaborator with the experimenter 
rather than a oubject to be manlpalatcd. AlthouGh such a philosophy hao 
Intuitive appeal to thoae of egalitarian tenperamftnt , not much has yet been 
done to translate this principle into valid scientific designs. 

The threats to a subject's autonooy posed by the products of research 
can be partially reduced, as in' the case of privacy, by taking steps to 
Insure the confidentiality of data. To the extent, however, that th- 
products of research also may restrict the autonomy of the social group to 
which a subject belongs, additional precautions should be ta:;en to Dlnlid^a 
the loss of freedom. The moot coimonly sufjgested precautions :acl.;cle ^ro- 
vlding membero of the potentially affected social group with opportunities 
to influence both the nature of the research problems and the manner in 
wt»lch the results are utilised. 

The u^e of deception in the research process, as mentioned before, 
constitute, a threat to both the privacy and autonomy of a research subje<.t. 
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U'lthln tM cousktraints of currently available renaarch mnthods, however, 
dtcviptlcn GQ^na co be a ncscc^ary co'vipn^icnt ftr th« Investigation certa'vn 
kluuo of pheiionrcna. Bwtore a dcululon is reached to u«e deception, however, 
Kelman (1972) BU^guyts that the Collowtng points be caretully considered: 
**(1) the ioportance of the otudy, which refers not only to its 

acicntJLfic sigtiificsncc (adTnittedly, a subjective judgEant)» 
but aleo the ctaga of research that it represents (e.g., cxplo.:- 
atory vs. final); 

(2) the availability of alternative (deception free) ro&thorls c^.^Vulc 
of provlacir.g at least eoraparahlo infomation; 

(3) the noKiouaness of the doct^ptiun, which referc both to the 
decree of deception involved and to the probability of harcirul 
conscquencac.'* (p. 997). 

A careful consideration of these three factors, Kelman argues, should 
reduce the t^'idency of experimenters to use deception as a coDponent of 
their research methodology. 

The if^ducuion of riok to personal safety is highly idiosyncratic and 
consequently somewhat difficult to discuas in terms of broad principles. 
If th-ice la a principle to be Invoked, it would be simply that the risks 
to a subject's personal safety should never exceed the jniniouia levnl required 
to accomplish the objectives of the research study. 
Cor.dittons For The Acceptance Of Risk 

Our discussion concerning ways of reducing risk was meant to ovsz^'^t 
that risks can indeed by reduced. It should aUo be obvious, however, that 
in most research situations, huiaan subjects will experience some dcoree 
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to x.-vleissat liaaciiSaljESJi o: istfors^ad c<r;«^t quickly rcvealji ita und*?r- 

la the fir«t ?l&c#, tScT« ere c:rcai£t sltixatlooa in vhich voluntary 
tnfonacd ccaxeot Sc l':^o<i«lblllt7. Co-aaenc» obviously, cannot bfc 
voluatury vhca s^a tcvelv^! sxi>*4,ct5 ccc^Cituc* a captive audience. ^■Then 
riesftsrch 1» on-i-cctitd tr^-olnre ortgoaers, rasid«ir-t3 of nental ins ti tut Iocs, 
or ev«n» cclltige »c^t><xxTes, '•zee siisc b« taken co detsnatne vhethsr sanc- 
tlous arc l3a>o**s4 oa >ot«:tl-3il s-aijccts v-'io r«sfuae to participate. 

Dccersittiag if zxyss^tsziz i* taforsed i« even more difficult than deter- 
nlnmg vaetiicr It '^az. ofcczj.n«»:: VTlur*tarily. There arc certain obvloua 
ir^tancea wtjcrt con^cat cai=:ot be lr,forr«;d, for -sxample, when the subjecta 
are e-iildr*« cr ©'^tally ban^cAppvad. If dicc«ption is involved in the 
research j*:tl.odolosf , it 1^ *l«-o ocvic^a chat consent cannot be informed. 
Sut v:v«4J in the iacst ict^I clri:^"5ti2ces - vhen tlie research subjects are 
intellieert tnc c&Dperative ad^^lt^ - it can be argued that only the ezper- 
inentcr baa the baciigrouad arc knovicdge necessary to evaluate adequately 
the rcaeaxch relate:^ rick* his «ti»jecca i^sy encounter. The HET/ Manual 
recogrJ.s,fcs this prooieaa vbcc it states that ''the infonaed consent of the 

# 

siKjject, vhile ofteic a les^l oeceasity. Is a goal toward which we must 
strive, but harily ^,-er ajuiiev* e:xccpt In the simplest cases. ' 

Besides the cc^ccrc that thie vary pocalbility of achieving informed 
consent is frequ*^tly in dy^t, thtrw la also current debate on the content 
of such consent. Tm KE*,- llsacai aandatea that inforaed consent nuat con- 
tain the folioving six c^ssKK^ta: (1> an explanation of the research 
procedures. (2) a descrlptloc of rijslci to the subjects, (3) a description 
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of expicttt^I beneflte, (4) alternate procedures available to the subject, 
(5) an offer to ans^ar any questions the subject talfiht have, and (6) an 
«»8ur«nc«i that the subject raay withdraw from the study at any time he 
desires. Others, auch as Wolfensberger (1967), take ij ,ue with this list, 
especially with the rcquirenunt that the reacarch procedures be cKplained. 
Subjects need not understand the Minute details of a study, Wolfenebarger 
argues, but should simply be Informed of the rights they are yielding, the 
riaks that are Involved, and the good or bad consequences of the study that 
might affect then. 

In addition to these conceptual and dafltlonal dilemmas, there are 
also some practical problems which interfere with obtaining informed con- 
sent. The most serious la th*i amount of additional personnel that rt-y be 
required to obtain Informed consent la studies that require a large number 
of subjects. In the future, it may be necessary to include the protection r 
of human sibjects as a specific budget item within research proposals. 
Sutamary And Concluslono 

The taaln thrust of this presentation has been to suggest that the 
protection of human subjects, althouiih largely the responsibility of the 
experimenter, is fraught with complexities wliich make it difficult for 
hlin to meet his responsibility. In spite of the fact that i.wny of these 
complexities are ultimately insoluble, there are concristo actions that an 
nxpcrlnenter can take which will iainlml::e the risks encountered by his 
subjects. Seven such actions have been Identified durins this presenta- 
tion; (1) Becoming sensitised to the issues so that blunders are not 
coomltted simply out of ignorance; (2) Maintaining the confidentiality of 




data; (3) Avoiiilng deception wliencver pof^^ilbla; (4) Exploring research 
dealcna that treat subjects as collaborators ; (5) Urjing representatives 
of subject groups to help determine the research questions and Interpret 
the results ot' studies; (6) Actennptlng to ascertain that the benefits 
of a given study outweigh the anticipated risks; and (7) attcnptlng to 
obtain Informed consent, TTie liap lamentation of these seven actions will 
require tlnie» money |» and Ingenuity » and still will frequently fall short 
of the mark, for the elimination of risk and the securing of Inforxned 
consent are both Ideals v/hlch can be approached but are rarely fully 
attained. 



16 



LI 02 of Reference© 



Baumrlnd, D. Principles of ethlcRl conduct in the treatment of subjects: 
Reaction to the draft report of the Cciattlttee on Ethical Standards in 
P«?ychologlcal Hescarch. Ati gricen Pcycholot ^lst. 1971» 26, 887-895. 

3eckraan. L. and Barbara, R. Deception in psychological research: A 
reply to Secwan. American Poycholcsist , 1970, 25, 878-880. 

Boruch, R. Waintalnlns confidentiality of data in educational research. 
American PRVcho loaist. 1971, 26, A.13-430. 

Clark, K., et.al. Privacy and behavioral reeearch: Prclininary eummary 
of the report on privacy and behavioral research. Science, 3i>67. 
155, 535-538, 

Conrad, H. Clearance of ^jueotionnalres w^.th respect to "invcuionv of prt- 
l^ll*^ 1967^^r''356-35f ""^^ ethical standards, etc. Aaerican Psvchol- 

Eds^ll, G. A positive approach to the problea of human experimentation. 
Diedclv s. Spring, 1969, A6>479. 

^"""^^K.?'. ^^^^o?J ^IVT. i« ea^ly childhood intervention. 

Chllaren . 1971, 83-89. 

Keloan, H. Human use of human subjcccs: The problem of deception in 
social psychological experiments. PaycholoRlcAl Bulletin . 1967, 67, 

Kelnan, H. The rights of the subject in social research: An analysis in 
27^989-1016'*"''* leoitlmacy. American PsvchQl«p ji>.t:, 1972, 

Koaa,^J. Who invades privacy and why? Am'grican Psvcholo fflsf . 1968, 23. 
^^19691 449-462*'^''^ »«bjects in human CKperimentation. Daedalus . Spring, 

Parsons, T, Research with human ejubjects and the "professional coiuplex." 
Daedalus . Spring, 1969. 325-360. coiupxex. 

Ruebhausen. 0. and Brl i. 0. Privacy and behavioral research. Aucr^c^n 
Psychologist . 1966, 21, 423-437. ' ' • 

'^^*969?*523-54l* cxperioenta. Daedalus, Spring, 

^" ^BuU^n?; . m9^!^'l TluinV'' ^"^rcholosical research. Psycholcical 



ERIC 



S««c:3r» J. Daceptlon Is poycbologlcal research. AFierlcr. n rsy Kiologint, 
ISea, 24, 1025-1028. 

Stnlth, li, Confllctlnii vuluco affecting behavioral rscenrch with children. 
Chi ldren , 1967, U, 53-58. 

United States Department of Health, Education, and Welfare. The I nstltU'^ 
tlonal Guide to PHEW Policy on Protectlrn of Hvuau Subjecto" . DHEW 
Publication No. (NIH) 72- 102. 1971. 

Wolf enoburge'* , W. Ethical Issues In research with human subjects. Scie nce, 
1967, 155, 47-51. 



18 



